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DETAILED ACTION 

Receipt is acknowledged of the remarks filed on 12/21/04. Accordingly claims 1- 
23 rennain pending. 

Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

The rejection of claims 1-7, 11-14, 17-23 under 35 U.S.C. 103(a) as being 
unpatentable over Jager et a! (5,955,058) in view of Lasserre et a! (6,296,156) is 
maintained. 

The rejection of claims 8-10 and 15-16 under 35 U.S.C. 103(a) as being 
unpatentable over Jager et al (5,955,058) in view of Lasserre et al (6,296,156) and 
further in view of Britto et al (6,149,892) is maintained. 

Double Patenting 

The provisional rejection of claims 1-16 under judicially created doctrine of 
obviousness-type double patenting over copending Applications 10/290,225 and 
10/244,519 in view of Lasserre are maintained. 
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Response to Arguments 

Applicant's arguments filed December 21, 2004 have been fully considered but 
they are not persuasive. 

Applicant argues that inventors have found "that peroxides released from the 
rubber materials used as valve gasket or other compounds that can leach from the 
closure system into the formulation affect the chemical stability of certain active 
ingredients in solution formulations comprising a HFA propellant and a co-solvenf . 
Applicant argues that the instability problem of such formulations has been solved by 
using "a canister with a rim with rounded edges which avoids contact of a sharp edge 
with rubber materials used as valve gaskets". Applicant believes that "no document of 
the cited references deals with the above-mentioned technical problem". This is not 
found persuasive because Jager et al discloses the stabilized solution formulations of 
the instant claims and Lasserre teaches the canister with rolled rim and rolled neck for 
storage and delivery of formulations comprising propellants. Lasserre discloses that the 
advantages of the said device include "it has no portion likely to be exposed to any 
corrosion by the product" (see col. 6, lines 36-46). 

Applicant argues that Lasserre "is not at all concerned with the problem of 
stabilizing active ingredients in medicinal aerosol solution formulations". However 
applicants arguments are not persuasive because 1) the instant claims are mainly 
drawn to formulation products and method of making such products. The combined 
references provide all the limitations of the said claims, and it would have been obvious 
to one of ordinary skill in the art to have employed a suitable container for storage and 
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delivery of the said solution formulation. It Is also noted that a newly disclosed property, 
use or function for known product is not support for patentability. The solution of Jager 
et al contained in the container of Lasserre et al would display stability. 2) Lassenre 
discloses that the product Inside the container Is not exposed to any corrosion, thus 
resolving the degradation problem. 3) Lasserre discloses that aerosols are currently 
being used for packaging and dispensing products in the fields such as 
dermopharmaceuticals, which includes formulations comprising active agents such as 
steroids. Furthermore It discloses that "the Invention provides a leaktlght and reliable 
mounting of a valve on ANY kind of container. It is noted that preferred embodiments do 
not negate the broader teachings. 

Applicant argues that "Britto deals with the technical problem of the adhesion of 
the drug present as a suspension in the formulation to the inner surfaces of the can", 
and "does not provide any hint to the claimed solution to the technical problem 
underlying the present invention". This argument is not persuasive. As mentioned 
above, the combination of the above references discloses a solution formulation in a 
container with rolled neck and rolled rim. Britto teaches that inner coatings of the 
canisters of the aerosols has been successfully done. One of ordinary skill in the art 
would have been motivated to take advantage of the said teachings and prepare 
aerosols in efficient containers. To meet the said limitations of the claims (under 35 
use (103), obviousness) Britto (used as a supporting art) does not need to state the 
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stability of the solutions, but to teacli and disclose that which is missing from the primary 
reference(s). 

In response to applicant's argument that there is no suggestion to combine the 
references, the examiner recognizes that obviousness can only be established by 
combining or modifying the teachings of the prior art to produce the claimed invention 
where there is some teaching, suggestion, or motivation to do so found either in the 
references themselves or in the knowledge generally available to one of ordinary 
skill in the art. See In re Fine, 837 F.2d 1071, 5 USPQ2d 1596 (Fed. Cir. 1988) and In 
re Jones, 958 F.2d 347, 21 USPQ2d 1941 (Fed. Cir, 1992). In this case, it has been 
established that one of ordinary skill in the art would have been motivated to look in the 
art for a suitable container or device for storage and/or delivery of formulations. 

With regard to the rejection of claims over the claims of the co-pending 
Application 10/290,225 (under double patenting), Applicant argues that "the rejection 
fails to compare any of the other features recited in the application" and that "the Office 
Action fails to provide proper basis for the provisional rejection". This is not persuasive. 
The co-pending Application recites claims drawn to a metered dose inhaler comprising 
an aerosol container equipped with a valve and containing a formulation comprising a 
solution of an active, a propellant, wherein the active is selected from budesonide, 
triamcinolone acetonide and rofleponide, and wherein the container is lined with an inert 
organic coating. The difference between the said claims and the instant claims in the 
specifications of the container such as rolled neck and rolled rim. Lasserre discloses 
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such container, and it would have been obvious to one of ordinary skill In the art to have 
employed the container of Lasserre for storage and/or delivery of the said solution. 

With regards to the rejection of claims over the claims of the co-pending 
Application 10/244,519 (under double patenting), Applicant states that "the claims of the 
co-pending Application contain a different formulation than the formulation in the claims 
of present Application". This is not persuasive. Claims of the co-pending Application 
10/244,519 are drawn to a pressurized metered dose inhaler comprising a container 
equipped with a metering valve and containing a solution comprising budesonide, a 
propellant and a co-solvent. The claims of the present Application are drawn to a 
formulation product comprising a solution of an active agent, a propellant. a co-solvent 
and optionally a low volatility component. Claim 10 recites that the active agent can be 
budsonide, triamcinolone acetonide, etc. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
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the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mina Haghighatian whose telephone number is 571- 
272-0615. The examiner can normally be reached on core office hours. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary L. Kunz can be reached on 571-272-0887. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 





Mina Haghighatian 
April 11,2005 



